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t!l,AIM AMENDMENTS 

i 

' ' ■ Claims I -26 (canceled). 

' i . 27. (previously presented) A process for preparation of a low loxicily, stable 

• oxa/apbo«phoiine-c.onlaininu composition comprising mesna, an ethcrified p-cyclodcxtrin, and 

tin oxaanphosphoriuo antineoplastic of the formula 

Rl 



»• 1 
. * . ! 

: 



a- 



R 3 



"in which at least two of R,. U ? , and R, independently are 2-chloroclhyl and thercmainingR 
1 • rad ical is hydrogen, the process comprising the steps of: 
i •. i) adding the oxazaphosphorinc antineoplastic to an aqueous solution of an 

■.; : etliorilled |l-cyclodexlrm; 

•. ' ii) adding mcsna as such or its an aqueous solution optionally containing an 

etherificd p-cyclodcxlrin to the oxa/apl'iosphorinc solution of step (i); and 

iii) mixing the resultant aqueous solution and, optionally, making up the volume with 
• • waterj?ol1ial.,iiLUic.^lLcoffl^ a njlneo plastjc is from about 1 

; . • m g/ m Jloabpu^^ 

aj^ra^^^ to m ^ ni is - the raR ^ 

■ , »' 

:* v ;*.^ ; '< 28, (canceled). 
*',»»! 
i 1 « ■ 

• '! >.. : .'. : ' • 29. (previously presented) A process as claimed in claim 27, wherein Ri = R 2 = 
!:!'". ' cluovocthyl, R 3 « hydrogen, and the oxazuphosphorine antineoplastic is Cyclophosphamide. 

■ • ; : 2 
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■ 30. (previously presented) A process as claimed in Claim 27, wherein R, " 1< 3 - 
' ! :■ ' chlorocthyl, *i - hydrogen, and the oxa/aphosphorine antineoplastic is Ifosfamidc. 

>'\ * i 

31. (previously presented) A process as claimed in Claim 27, wherein the elhcrified p- 
cyclodexli in usc<! is Llydroxypropyl Beta Cyclodcxtrin. 

. . 32. (previously presented) A process as claimed in Claim 31 , wherein the molar 

; : ; substitution <jf 1 lydroxypropyl Beta Cyclodwtlrin is rtom about 0.5 to about 1 .2. 

V, ' 33. (canceled). 

i. ! ' 34. (previously prcsenlcd) A process as claimed in Claim 3*27, wherein said 

" /, ■ ox«/.iiphosplioriue antineoplastic content is from about 25 mg/ml to about 750 mg/ml. 

; . 35. (previously presented) A process as claimed in Claim 34, wherein said 

. ' v OX,T/.apl.c. S p(K». inc antineoplastic content is from about 50 mg/ml to about 500 mg/ml. 

' '•■ 36, ('previously presented) A process as claimed in Claim 35, wherein said 

•.->•, oxa/aphosphorine antineoplastic content is about 50 mg/ml. 

i 

/ i ; '. . 37. (previously presented) A process as claimed in Claim 35, wherein said 

. I •) . ■ oxazaphosphorine antineoplastic content is about 500 mg/ml. 

, ' :' 38. (canceled). 

' : 39. (currently amended) A process as claimed in Claim -3*27, wherein the ratio of 

. . f; j ' oxa/.aphosphorine antineoplastic to mcsm is in the range of about 10:1 to about 1 :1 on a weight 

'. '' ' ■/ basis. 
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i 

■ • 40. (previously presented) A process as claimed in Claim 39, wherein the ralio of 
oxnzaphospuOrinc antineoplastic to mcsna is 1 0:2 on a weight basis. 

41 . (previously presented) A process as claimed in Claim 39, wherein the ratio of 
oxn*aphosphorme antineoplastic to jnesnn is 1 0:6 on a weight basis. 

42. (canceled). 



j ,. 43. (currently amended) A process as claimed In Claim 4327, wherein said ethcrified P- 

|; . • cyclodexliin Content in the composition is about 2.5% to about 40% w/v. 

' • 1 1 ■ 

'. ; |. \ , • 44. (previously presented) A process as claimed in Claim 43, wherein said ctherificd p- 

•' " I.' ..' cyelodcxtrin cement in the composition is about 5% to about 20% w/v. 

- -j: ' 45. (previously presented) A process as claimed in Claim 27, wherein one or more 

! '. ' conventional parenteral additives are incorporated into the aqueous solution of Claim 27 step (i) 
. Is. ; .or Claim 27 step (ii) or in water used for making up the volume in Claim 27 step (hi). 

■i 1; AG. (previously presented) A process as claimed in Claim 27, wherein said mixture of 

: T ;• ... resultant aqueous solutions is sterilized by filtering through a sterilizing grade filter. 

i 

• ' i ' 

i : - ' 47. (previously presented) A process as claimed in Claim 46, wherein the filtrate front 

|. ! , the sterilizing grade filler is nseplically filled into sterile containers and the filled containers are 
;' ■ ' ' scaled, 

I) . 

' 1 ' 4S. (previously presented) A process as claimed in Claim 27, wherein the mesna is 

';• ; I;..- \ ; . present as the aqueous solution, and the aqueous solution of step (ii) contains the ctherificd p- 

' •' '*' *' : ; " cyelodcxtrin. 
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J • »: ' 

). • • ' . .;. ' • • 49. (previously presented) A process as claimed in Claim 27, including in step (Hi) the 
. , [ * , \ /sicpofinftking up the voUunc with water. 

; • ' ' ! ! 50, (previously presented) A stable oxa/aphosphorine-conlaining composition obtainable 
.or prepared by a process as claimed in Claim 27: 

: ; , ! 51. (canceled). 

i ' 

' ' ' . '' 5 

, N 

'.'[.:' 52. (previously presented) A mclhod of treating a malignant disease comprising 
•i • • . ..: administering to a patient suffering said disease an effective amount of a sterile stable 
t ftxnyftphosphnrinc-conlnining composition as defined in Claim 50. 
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